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CHAPTER 3. PROGRAMSAND PROGRAM REVIEW
3.01 PROGRAM ORIENTATION

a. The Rehab R&D Service encourages investigéboegplore problems of interest to them but cartaeas of
endeavor are of special interest to the VA. TheG&xtral Office identifies these high priority aseend notifies the
health care facilities and Rehab R&D Centers whdditinal support is available for projects so itifed.
Proposals within these special areas are subnutedevaluated for scientific and technical quadityare other
Rehab R&D proposals.

b. Rehab R&D projects that are developmental icgdeoriented, or that deal with evaluation must be
scientifically as well as technically meritoriougll projects must follow approved protocols anddmmsistent with
VA Regulations and policies and other pertinentsleamd regulations. The Food and Drug Administratias
requirements for experimental devices similar twsthfor experimental drugs (see 21, CFR 812.) Thaaquires
aherence to these regulations and requires thé R Committee and Human Studies Subcommitteeetoem
Rehab R&D programs for compliance with them.

c. Well-controlled evaluation projects are catito the success of the Rehab R&D programs. TFhewld be
objective, well-documented clinical studies withegdate controls for comparison even when they dabeo
classical double-blind, random-application experitee An evaluation protocol will be establisheelviewed, and
approved before the testing and must be adheriedie same manner as are other research protocols.

d. Clinical Rehab R&D investigations, includingoperative and collaborative studies, are encodrageneir
initiation and conduct follow the procedures used dther types of research and development. (Seg, mhs. 3
through 5, 8 and 9, and pt. 11, par. 3.05.)

3.02 PROGRAM REVIEW

a. In VA health care facilities with R&D Commiéte, professional staff members in prosthetics rireat
centers, orthotics laboratories, clinics, medieaiters, and similar facilities submit Rehab R&Degash proposals
to the local R&D Committee through the ACOS/R&D.heT principal investigator prepares a detailed mebea
proposal that the local research office reviewsféomat and completeness. The R&D Committee asdHitman
Studies Subcommittee evaluate the proposal asdbether R&D proposals and rec ommend action tdabidity
Director. The latter forwards any approved profogéath the R&D Committee's recommendation to theeEtor,
Rehab R&D Service, for scientific review and coesation for funding.

b. Rehab R&D proposals submitted to VA Centrdld@ffor merit review are evaluated by the Sciénteview
and Evaluation Board for Rehab R&D. The Board msalezommendations to the Director, Rehab R&D Servic
regarding the scientific quality, level of suppand relevance to the Rehab R&D Service's missidmpaiorities. In
addition to scientists and experts chosen for teegerience, Knowledge and research involvemetiénvarious
rehabilitation areas, membership of the Board ihetuconsumer representatives from various vetesansce
organizations. The decision of the Director, Reli&®D Service regarding the Board's recommendatiisns
transmitted to the health care facilities alondhwiview results and supporting documentation.

¢c. A Rehab R&D Center submits a proposal for el program in the same manner as other propasals;
through the ACOS/R&D, R&D Committee and the fagildirector to the Director, Rehab R&D Service.

3.03 RESEARCH ADVISORY GROUP REVIEW

Requests for Rehab R&D funding submitted to VA @€anOffice for RAG (Research Advisory Group) rewvie
must be routed through the Director, Rehab R&D Berthe R&D Committee, and the facility Directoefbre
consideration by the RAG. If all concur that tleejuest is appropriate for RAG review, the RAG ilbcess the
request and provide its recommendations to thecRireRehab R&D Service for consideration. (Seelt. par.
3.02)
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3.04 CAREER DEVELOPMENT PROGRAM

Rehab R&D Service may participate in the R&D Caif@evelopment program as described in part 11,goapd
3.04. Any requests for Rehab R&D participation Wwé submitted to the Director, Rehab R&D Servimeréview
and approval prior to processing by the Career Dgweent Program of Medical Research Service agithestin
part 11, paragraph 3.04.

3.05 COOPERATIVE STUDIES PROGRAM

If funding support will be requested from RehabR&ervice, any cooperative study proposed in rditetivn
R&D shall be submitted to the Director, Reli& D Service for review and approval prior to processiyighe
Director, Cooperative Studies Program in accordaviteprocedures described in part 11, paragrap8.3.

3.06 RESEARCH CAREER SCIENTISTS
Any requests for research career scientist appeints of Rehab R&D investigators shall be routedugh the

Director, Rehab R&D Service for concurrence priostibmission to the Medical Research Service focgssing in
a manner analogous to that for biomedical researeber scientists. (See pt. I, par. 3.06.)



